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IN THE CLAIMS 

Please cancel claims 1 and 16 without prejudice 

Please amend claim* 2. 3, 10, 13, 14. 16. 26 and 27 s* fellows 



1. Cancelled 

2. (Currently amended) A formulation according to claim 4>jg wherein girtaatamine is m the 
form of gslantastine hydrobromlds (1:1 h 

3 . (Currently Amended) A formulation according to claim +I£ wherein the water soluble 
exoipknt is e film forming polymer. 

4. (Original) A formulation according to claim 3 wherein the water soluble film forming 
polymer is a polymer that has an apparent viscosity of 1 to 100 mPaj when dissolved in 
*2% aqueous solution at 2D*C solution. 

3. (Original) A formulation according to claim 4 wherein the water soluble polymer is 
selected from the group comprising 

- alkylceiluloses such as methyleellulcise. 

• bydroxyalfylcelluloses such as hye^oxyrnemylccliulose, 
bydipxyctfcylcclhjlosc, 

UAvpiupylC^UUloee and hydroxyhutylcellulosc, 

• hydroxyalkyl alkykeUulose* such as hydroxyethyl methyloellulose and 
hydroxypropyl incthyloaUulose, 

• carboxy alkylce llul oses such as carboKymcthyl cellulose, 

- alkali metal salts of carboxyalkylccUuIoses such as sodium 
eaifcoxynMthylcellutose, 

- carboxyaDcyialkylceilulose* such as carboxyniethylethyfoellulocc, 

• carboxyalkytcaUulose esters, 

- starches, 

• poctinos svoh as sodium caihoxymathylamylopectine, 

• chltine dcrivates such as chftos&n, 

- polysaccharides such as alginic acid, alkali metal and ammonium salts thereof; 
eermgecnans, galactomannans, traganth, agar-agar, guroral ersbicuro, guar 
gummi and xaothan gummi, 

- polyacrylic acids and the safes thereof, 

- polymethacryiic ucids and the salts mereot mcthacrylote copolymers, 

• polyvinylalcohol, 

• polyvinylpyrrolidone, copolymers of polyvinylpyrrolidone with vinyl 
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IN THE CLAIMS 

Please cancel claims 1 and 16 without prejudice. 
Please amend claims 2. 3. 10, 13, 14. 16. 26 and 27 



1. Cancelled 

2. (Currently amended) A fermuletion according to claim H2 wherein galantnmiae is in the 
form of galanttznine hydrobroTfllde (1:1). 

3. (Currently amended) A formulation according to claim wherein the water soluble 
axoipket is a film forming polymer. 

4. (Original) A formulation according to claim 3 wherein the water soluble film forming 
polymer U * polymer that has an apparent viscosity of 1 to 1 00 mPaj when dissolved in 
a 2 % aqueous solution at 20*C solution. 

5. (OrigfaaJ) A formulation according to claim 4 wherein the water sol uble polymer is 
selected from the group comprising 

- alky (celluloses such as roethyleellulose, 

- bydroxyaltyicellulow* such as hydroxymethylccllulose, 
hydroxyctbyloclHilose, 

iydroxy>utyk*lluli 




- hydroxyalkyl sikytoclluloses such as hydroxyttbyl uethylocUulosc and 
hydroxypropyl mcthylceUulose, 

• cajixxcyaJfylcelhilosej such as carbo^mctnylocllulose> 

- alkali metal sahs of carboxyalkylccll uloses such as sodium 
carboxyrncthylcelluloee, 

- carboxyaOcyialkylce Uuiosea such as corboxyinethylcthylcelluloae, 

- caibaxyalkylcaUulose esters, 

• starches* 

- pectines such as sodium carbc*ymethy]*mylopectine, 

- cbidne derivatc* such as chrtosan, 

• polysaccharides such as alginic acid, atlcali metal and ammonium salts thereof 
earmgeenarts, galactonumnans, traganth, agar-agar, gumxnt arabicum, guar 
gumroi and xanthan gummi. 

- polyacrylic acids and the salts thereof, 

- polyrncthacrylic acids and the salts thereof mcthacrylaic copolymers, 

- polyvinylalcohoU 

• polyvinylpyrrolidone, copolymers of polyvinylpyrrolidone with vinyl acetate 
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- polyalkytene oxide* such as polyethylene oxide end polypropylene oxide and 
copolymer* of ethylene oxkk and propylene oxide. 




according to claim 5 wherein the water soluble polymer is 



hydroxypropyl methyfoeUuioce HPMC 2910 5 oftk*. 

7. (Original) A formulation according to claim 6 wherein the wclght-by-weight ratio of 
hydroxypropyl methylceUuloae HPMC 2910 5 raP*_» to gal enta mi nc is in the range of 

17: 1 to 1 : 5. 

8. (Original) A formulation according to cleim 2 wherein galantamine hydroeromide (1:1) 
and the water soluble, film forming polymer arc layered of coated on a* inert sphere. 

9. (Original) A formulation according to claim 8 wherein the Inert spheres are 16-60 mean 
(1 , 180-250 • m) sugar spheres (NF XWI. page 1989). 

10. (CifrtmTly ffm4rn4nf) A f B m i vH r " " n>jl li t> mlmimk 1 A ym t rvllfrj rritttt 



coating comprises a water insoluble polymer and optionally a plastic izcr. 

1 1. (Original) A formulation according to claim 10 wherein tbo water insoluble polymer ii 
ethyfodlulose and the plastic izer U selected from the group comprising dibuty) aeb erate . 
diethyl phthalate and trietfayl citrate. 

12. (Original) A formulation according to claim 1 1 wherein the weight of the release rate 
controlling membrane coating ranges from 3 H to 15 H of the unooeted particle. 

13* (Currently amended) A formulation according to claim 41$ wherein a eeal coat He* 
between the drug core and the release rate controlling membrane coating. 

14. (Currently amended) A formulation according to any one of claims *2 to 13 further 
comprising a topcoat comprising galantamine and water-soluble polymer. 

15. /currenflv amm rirril A formulation according to cleim 44 frl 3 ftirthcr commiaiqg e 
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1793. paddle, SO rpro) from 20 to 40 H of the total amount of gsl sm amineHBr in 1 hour, 
and more than SO *A of the total amount of galantamme^HBr in 10 hours 




1 7. (Currently amended) A dosage form according to claim 442=12 which delivers a 
therapeutically affective amount of gajaotaoime to a patient during the 24 hours 
following a single once dairy administration. 

1 8. (Currently amended) A dosage form aooording to claim 442=11 wherein part of the 
galanteininc is present in an immediate release form. 

19. (Original) A dosage form according to claim 1 S wherein said immediate release form 
comprises particles as described in claim 1 lacking the release rate controlling 



20. (Original) A dosage form according to claim U wherein said immediate release form 
comprises immediate release minitabicU. 



21 . (Original) A dosage form according to claim II wherein said immediate release: form 
comprises a controlled release formulation of chum 14. . _ - 



22. (Currently amended) A dosage form according to claim 4 42*13 providing a mean 
maximum plasma concentration of gmlantamm* from 10 to 60 ng/rnl and a mean 
minimum plasma concentration from 3 to 15 ag/ml after repeated administration every 
day through steady-state conditions. 

23. (Original) A pharmaceutical parfrsgt suitable for commercial sale comprising a 
container, a formulation of gmlantamine as claimed in olaim 1, and associated with said 
package written natter specifying how said formulation should be administered. 

24. (Original) A pharmaceutical package as claimed in claim 23 adapted lor titrating a 
patient who is 'acetylcholine esterase inhibitor* *&aXVe ( characterized in that said package 
comprises 21-35 dally sequential dosage units of 

(a) a first group of 7 to 14 dosage units comprising from 5 to 10 mg galantamine, 

(b) a second group of 7 to 14 dosage units comprising from 10 to 20 mg gsJantai&ine, 

(c) a third group of 7 to 14 dosage units comprising from 15 to 30 mg galantamine* and 

(d) optionally a fourth group of 7 dosage units comprising from 20 to 40 mg 
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25. (Original) A pharmaceutical nrfrsga *s claimed in claim 23 adapted for treating a patient 
who is * acetylcholine e stera s e inhibitor' -tolerant, characterized in that said package 

ooinuiuoj daily dosage units oumutUlug fluii 15 to 30 wg galautamiue. 

26. (Currently amended) A process of preparing a formulation according to claim 
comprising admixing galantamtna or a pbarmaocutically acceptable salt form thereof 
with a water soluble excipiont to form a drug core, optionally applying a seal coat to the 
drug core, and thereafter applying the release rate controlling membrane coating. 

27. (Currently amended) A method of treat inn Alzheimer's dementia and related dementias 
in a human while substantially reducing (avoiding) the ccscommuat liability of adverse 
effects associated with acetyl ooolinostersje inhibitors, comprising adramUtering to a 
human in need of such treatment a therapeutically effective amount of gajantammc in a 
controlled release formulation as claimed in claim 4jfl. said amount being sufficient to 
alleviate said Alzheimer's dementia and mlamd dementias, but insufficient to cause said 
adverse effects. 



2S, (Original) A method accoring to claim 27 wherein the related dementia belongs to the 
group consisting of vascular dementia, Lewy body disease, autism, mental retardation, 
bipolar disorder psychiatric conditions, duruptJva behaviour, attention doficiet, 
nypcracnvtty disorder, substance abuse, extreme aggression, especially conduct disorder, 
nicotine cessation and withdrawal 

29, (Original) A method according to claim 27 wherein the adverse effects belong to the 
group comprising nausea, vomiting, sweating, restlessness, and insomnia. 
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Docket No. JAB 1461 



Serial No. 
FU«d: 
For ; 



03/868. 991 
July 2 6, 2001 

Controlled Reieas* <3 a 1<* tannine Composition 




COMMISSIONER FOR PATENTS 
Alexandria, VA 22313-1430 



Sir: 

Tranaitd-ttcd herewith i* an amendoiont 4nd response in the above-identified application, 

Q Ko additional fee is enclosed because this application was filed prior to October 25, 1965 
(effective data of Public Low 80-03) > 

□ No additional fee la re<juir©d, 

□ On* stamped, eelff-addresaed postcard for the PTO Mail Room dace stamp. 
S Amendment and Response to office Action 

The fee haa been calculated as shown below. 





CLAIMS 
REMAINING 

AFTER 
AMENDMENT 



CLAIMS AS AMENDED 

(3) 



HIGHEST NO 
PREVIOUSLY 
PAID FOR 



(5) 



PRESENT 
EXTRA 



(6) 



RATE 



t7) 



ADDITIONAL 
FEE 



TOTAL ADDITIONAL TER 
FOR THIS AMENDMENT 



1666,00 



E3 Charge $1666.00 to Deposit Account No. 10-0750/ JAB 14 61/MB£. Three copiej of this sheer are 
enclosed, 

Q Pleas* charge any additional {<«i In connection with the filing of this communication, or c cad It 
overpayment, to Depoait Account No. 10-0*750/ / , Three copies ot tfyLs sheet are enclosed. 




Johnson * Johnson 
Ono Johnson $ Johnson Plaza 
New Brunswick, Ne* Jersey 08933-7003 
(732) 524-1287 
Dater October 2*3, ZO03 



Matthew S. Zisk, Esq 
Attorney of Record 
Reg. No. 4 5,257 
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